[Overregulation and unnecessary animal testing: requirements for market approval of biopharmaceuticals too rigid].
The first biopharmaceutical was introduced more than 30 years ago. From the beginning, experts have doubted the scientific basis for preclinical safety testing of these products on animals, including non-human primates. Long clinical experience confirms that this has no scientific basis. The many guidelines introduced over the years, including the recent revision of ICH S6, are still based on the principles of the classical safety evaluation of small molecules. The reasons for this conservatism include the risk-averse attitude of regulators in general and, at the European level, the low influx of new scientific insights due to the way the marketing authorisation is organised. The members of the scientific committees of the EMA are almost exclusively selected from within the regulatory systems and there is no limit in the time they can serve in these committees.